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Art Unit: 3731 

DETAILED ACTION 
Double Patenting 

The nonstatutory double patenting rejection is based on a judicially created doctrine 
grounded in public policy (a policy reflected in the statute) so as to prevent the unjustified or 
improper timewise extension of the "right to exclude" granted by a patent and to prevent 
possible harassment by multiple assignees. A nonstatutory obviousness-type double patenting 
rejection is appropriate where the conflicting claims are not identical, but at least one examined 
application claim is not patentably distinct from the reference claim(s) because the examined 
application claim is either anticipated by, or would have been obvious over, the reference 
claim(s). See, e.g., In re Berg, 140 F.3d 1428, 46 USPQ2d 1226 (Fed. Cir. 1998); In re 
Goodman, 11 F.3d 1046, 29 USPQ2d 2010 (Fed. Cir. 1993); In re Long/, 759 F.2d 887, 225 
USPQ 645 (Fed. Cir. 1985); In re Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 1982); In re 
Vogel, 422 F.2d 438, 164 USPQ 619 (CCPA 1970); and In re Thorington, 418 F.2d 528, 163 
USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1.321(c) or 1.321(d) may be 
used to overcome an actual or provisional rejection based on a nonstatutory double patenting 
ground provided the conflicting application or patent either is shown to be commonly owned with 
this application, or claims an invention made as a result of activities undertaken within the scope 
of a joint research agreement. 

Effective January 1, 1994, a registered attorney or agent of record may sign a terminal 
disclaimer. A terminal disclaimer signed by the assignee must fully comply with 37 CFR 3.73(b). 



Claims 1-6, 36, 38-41 and 69 rejected on the ground of nonstatutory obviousness-type 
double patenting as being unpatentable over claim 4 of U.S. Patent No. 7,065,394 in view of 
Hibbs et al. (U.S. 4,950,257) and Brin et al. (U.S. 5,545,149). Claim 4 of U.S. Patent No. 
7,065,394 claims the invention of claims 1-6, 9, 10, 36, 38-41, 44, 45, and 69 substantially, but 
does not include the limitation of the length of the tip as claimed in claims 1 -5 and 39-41 , the 
limitation of an outer sheath which is slidable over the elongated sheath, or an atraumatic tip. 
However, catheters with different lengths of tips are well known in the art the claimed lengths 
are all standard lengths of catheter tips. For example, Hibbs et al. disclose a flexible tip on an 
elongated sheath that is between 0.5 inches and 1 inch. Brin et al. disclose a catheter with a tip 
length of 0.5 cm (about .2 inch). The tip lengths reflect the intended use of the device. 
Therefore, the length of the tip as claimed is being considered a matter of design choice to one 
of ordinary skill in the art, which fails to patentably distinguish the claimed invention from claim 4 
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of U.S. 7,065,394. Outer sheaths and atraumatic tips are similarly well known in the art. Both 
ease insertion and help to reduce trauma associated with the feeding of catheters through 
vasculature. Therefore, it would have been obvious to one of ordinary skill in the art to fashion 
the tip of claim 4 of U.S. 7,065,394 such that its length is any of the claimed values of claims 1, 
3-5, and 39, as these values are well known in the art (see Hibbs et al. and Brin et al.). It would 
also have been obvious to fashion the tip such that it is atraumatic and add an outer sheath in 
order to facilitate insertion and reduce possible sources of trauma. 

Claims 9, 10, 44, and 45 are rejected on the ground of nonstatutory obviousness-type 
double patenting as being unpatentable over claim 4 of U.S. Patent No. 7,065,394 in view of 
Hibbs (as applied above regarding tip length) and further in view of Sarkis et al. (U.S. 
5,921,933). Claim 4 of U.S. Patent No. 7,065,394 claims the invention of claims 9, 10, 44, and 
45 substantially but differs in the claimed ranges of weight percent of tungsten carbide particles. 
The claimed range of approximately 70-75% anticipates the range of approximately 70 to 80% 
in the instant application because one of ordinary skill reading the limitation "approximately 70- 
75%" would include values slightly out of this range due to the fact that "approximately" 
proceeds the range values. Regarding the broader claimed range of the instant claims 9 and 44, 
one of ordinary skill would be motivated in some instances to use less of the particles, as they 
are relatively expensive. Sarkis et al. teaches that a loading of 40% provides enough material to 
still provide echogenic properties to the device (see abstract). Therefore, it would have been 
obvious to one of ordinary skill in the art to modify the device of claim 4 of U.S. 7,065,394 to 
include a weight percentage of 40% as made obvious by Sarkis et al. in order to save money 
while still providing a sufficient amount of echogenic material. 
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Claim Rejections - 35 USC §112 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claims 33 and 67 are rejected under 35 U.S.C. 112, second paragraph, as being 

indefinite for failing to particularly point out and distinctly claim the subject matter which 

applicant regards as the invention. Claims 33 and 67 recite the limitation "the RF die". There is 

insufficient antecedent basis for this limitation in the claims. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

Claims 1, 3-5, and 36 are rejected under 35 U.S.C. 102(b) as. being anticipated by 
Bosley, Jr. et al. (U.S. 5,081,997). Bosley discloses a guide catheter comprising an elongated 
sheath including a fully radiopaque and echogenic distal tip, the distal tip having a length greater 
than or equal to approximately 0.08 inch. The embodiment shown in fig. 15 includes tungsten 
spheres mixed with the base material during the formation of the elongated, flexible tube and so 
the entire tube is radiopaque and echogenic. The tip can be considered the last .08 inches or 
the last 0.2 inches, or the last 0.4 inches. That is, the tip must be only be a section of the tube 
that starts at some point along the length of the tube and extends to the distal most point of the 
tube. 
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The tip can be considered atraumatic because the entire tube is flexible and therefore it 
would not be as damaging to tissue as a rigid tip would be. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 1, 3-5, 13, 15-18, 38, 39, 46, 48-51, and 69 are rejected under 35 U.S.C. 103(a) 
as being unpatentable over Li et al. (U.S. 6,066,126) in view of Bosley, Jr. et al. (U.S. 
5,081,997). Li et al. discloses a guide catheter comprising an elongated sheath (4) that is 
slidably received within an outer sheath (6) and is capable of being positioned so that the distal 
tip protrudes from a distal end of the outer sheath. Li et al. fails to disclose that the distal tip is 
fully radiopaque and echogenic. 

However, Bosley discloses that it is old and well known in the art to mix a material with a 
base material during the formation of an elongated, flexible tube such that the entire tube is 
radiopaque and echogenic. This is advantageous for imaging purposes. Therefore, it would 
have been obvious to one of ordinary skill in the art to modify the device of Li et al. to construct 
the elongated sheath (4) such that it is both echogenic and radiopaque as made obvious by 
Bosley for enhanced imaging properties. Regarding the length of the tip, since the entire sheath 
is radiopaque and echogenic, the tip can be considered the last .08 inches or the last 0.2 
inches, or the last 0.4 inches. That is, the tip must be only be a section of the tube that starts at 
some point along the length of the tube and extends to the distal most point of the tube. 



Application/Control Number: 10/682,220 Page 6 

Art Unit: 3731 

Regarding claims 13, 15,16, 46, 48, and 49, Li et al. discloses a first resilient preformed 
curve included in the tip. The first curve (32) sweeps out an angle of approximately 40 to 90 
degrees. These angles are both included in the tip portion, which has a. length greater than or 
equal to 0.08 inches (2.032cm). Segment 34 alone can have a length of 2 cm (col. 3, II. 19-20). 

Regarding claims 17, 18, 50, and 51, the tip also includes a second resilient preformed 
curve (28) extending from the first resilient curve. This curve sweeps out an angle of up to about 
90 degrees. Since both the first and second curve sweep out angles of 90 degrees, together, 
they sweep out an angle greater than approximately 90 degrees. 

Claims 1, 4, 5, 13, 17, 19, and 20 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Rickerd (U.S. 5,322,509) in view of Bosley, Jr. et al. Rickerd discloses an 
elongated sheath including a distal tip, the distal tip (C and D) having a length (about 4.8 cm) 
greater than or equal to approximately 0.08 inches (about 2.032 mm). The sheath has first and 
second resilient curves formed in the tip that form an amplatz shape (see fig. 1 ). Rickerd fails to 
disclose that the tip is echogenic and radiopaque. 

However, Bosley discloses that it is old and well known in the art to mix a material with 
a base material during the formation of an elongated, flexible tube such that the entire tube is 
radiopaque and echogenic. This is advantageous for imaging purposes. Therefore, it would 
have been obvious to one of ordinary skill in the art to modify the device of Rickerd to construct 
the elongated sheath such that it is both echogenic and radiopaque as made obvious by Bosley 
for enhanced imaging properties. 

Regarding the angles claimed in claim 19, at the time of the invention, it would have 
been an obvious matter of design choice to one skilled in the art to employ angles of between 
160 and 180 for the first curve and angles between 40 and 80 for the second curve. Rickerd 
does not disclose the degrees of the angles swept out by each curve (C and D). However, as 
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seen in fig. 1 , the first curve "C" appears to be at least twice the size of and in the opposite 
direction of second curve "D". Since applicant has not disclosed any criticality regarding the 
degree ranges such as a particular problem solved, advantage achieved, or a particular usage 
that is dependent on these angles, and the figures of Rickerd suggest angles that are around 
(120-160) and (40-60) degrees, it appears that the device of Rickerd would perform the function 
of snaking through coronary arteries equally well with the curves of Rickerd or the claimed 
curves. Therefore, it would have been prima facie obvious to modify Rickerd to obtain the 
invention as specified in claim 19 because such a modification would have been considered a 
mere design consideration which fails to patentably distinguish over the prior art of Rickerd. 

Claim 38, 39, 46, 50, 52, and 53 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Rickerd in view of Bosley, Jr. et al. as applied to claims 1, 4, 5, 13, 19, and 
20 above, and further in view of Sylvanowicz (U.S. 4,935,017). Modified Rickerd discloses the 
invention substantially as stated above, but fails to disclose an outer sheath in which the 
elongated sheath is slidably held. 

However, Sylvanowicz discloses an outer sheath that slides over the elongated sheath. 
This allows the curved portion of the resilient elongated sheath to be straightened when it is 
inserted into the outer sheath in order to enable movement through straighter sections of the 
arteries (col. 4 II. 10-15). Therefore, it would have been obvious to one of ordinary skill in the art 
to further modify the device of Rickerd to include the outer sheath as made obvious by 
Sylvanowicz in order to straighten out the curved portion of the instrument during insertion and 
movement through straight sections of the arteries. 

Claims 1, 4, 13, 17, 20, 21-24, 26, 28, 38, 46, 50, 54-57, 59, and 61 are rejected under 
35 U.S.C. 103(a) as being unpatentable over Tanaka et al. (U.S. 6,039,723) in view of Bosley, 
Jr. et al. Tanaka discloses a guide catheter comprising an elongated sheath (1) that is slidably 
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received within an outer sheath (see col. 6 II. 62+) and is capable of being positioned so that the 
distal tip protrudes from a distal end of the outer sheath. Tanaka fails to disclose that the distal 
tip is fully radiopaque and echogenic. 

However, Bosley discloses that it is old and well known in the art to mix a material with a 
base material during the formation of an elongated, flexible tube such that the entire tube is 
radiopaque and echogenic. This is advantageous for imaging purposes. Therefore, it would 
have been obvious to one of ordinary skill in the art to modify the device of Tanaka to construct 
the elongated sheath (4) such that it is both echogenic and radiopaque as made obvious by 
Bosley for enhanced imaging properties. Regarding the length of the tip, since the entire 
elongated sheath is radiopaque and echogenic, the tip can be considered the last .08 inches or 
the last 0.2 inches, or the last 0.4 inches. That is, the tip must be only be a section of the tube 
that starts at some point along the length of the tube and extends to the distal most point of the 
tube. 

Regarding claims 13, 17, 20, 21-24, 26, 28, 54-57, 59, and 61, Tanaka discloses first, 
second, and third preformed curves (see fig. 1). When taken together, the angles that each one 
sweeps out will be greater than 100 degrees since the first curve by itself sweeps out an angle 
of around 180 degrees. The two most distal curves form an amplatz shape. The distal tip also 
includes a tapered transition (see "232" in fig. 12 and 13). 

Claims 1-2, 4, 6-9, 38, and 40-44 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Sarkis et al. (U.S. 5,921 ,933) in view of Bosley, Jr. et al. Sarkis et al. 
discloses an elongated sheath including an echogenic distal tip, the distal tip having a length 
greater than or equal to about 0.08 inch. The entire device of Sarkis et al. may be made of a 
polymer molded with echogenic filler and therefore the tip can be any portion of the device that 
includes the very distal point of the device. Sarkis et al. discloses using nanometer sized 
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particles having a specific gravity of 5 or greater (col. 3 II. 58-64). The tip is about 40% 
nanoparticles by weight. Sarkis et al. fails to expressly disclose that tungsten carbide particles 
are used. 

However, Bosley discloses that fillers of tungsten particles are well known in the art and 
are employed as radiopaque fillers in catheters and other medical devices that are inserted into 
a patient. Tungsten, along with tungsten carbide, has a specific gravity greater than 5 and since 
Sarkis et al. indicates that materials with this property make suitable fillers, it would be obvious 
to one of ordinary skill in the art to modify the device of Sarkis et al. to use tungsten carbide 
particles for the nanoparticles as made obvious by Bosley. The tungsten filler also provides a 
radiopaque distal tip. Regarding the presence of an outer sheath, it is well known to one skilled 
in the art to provide an outer sheath around an elongated sheath to ease insertion and 
positioning of the device and therefore the presence of the sheath does not patentably 
distinguish the claimed device from modified Sarkis et al. 

Claims 1 and 30 are rejected under 35 U.S.C. 103(a) as being unpatentable over Ju et 
al. (U.S. 5,599,325) in view of Bosley, Jr., et al. Ju discloses a guide catheter comprising an 
elongated sheath with a distal tip, but fails to disclose that the tip is radiopaque and echogenic. 
Regarding the length of the tip, since the entire sheath is radiopaque and echogenic, the tip can 
be considered the last .08 inches or the last 0.2 inches, or the last 0.4 inches. That is, the tip 
must be only be a section of the tube that starts at some point along the length of the tube and 
extends to the distal most point of the tube. 

However, Bosley discloses that it is old and well known in the art to mix a material with a 
base material during the formation of an elongated, flexible tube such that the entire tube is 
radiopaque and echogenic. This is advantageous for imaging purposes. Therefore, it would 
have been obvious to one of ordinary skill in the art to modify the device of Tanaka to construct 
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the elongated sheath (4) such that it is both echogenic and radiopaque as made obvious by 
Bosley for enhanced imaging properties. 

Regarding the tip, Ju discloses that the flexible tip has a hardness of less than about 45 
Shore D (see col. 2 II. 34-38). This makes obvious hardnesses in the range of 25 to 35 Shore D. 

Claims 38 and 63 are rejected under 35 U.S.C. 103(a) as being unpatentable over Ju et 
al. in view of Bosley, Jr. as applied to claims 1 and 30 above, and further in view of 
Sylvanowicz (U.S. 4,935,017). Ju et al. discloses the invention substantially as stated above, 
but fails to disclose an outer sheath. 

However, Sylvanowicz discloses an outer sheath that slides over the elongated sheath. 
This allows the curved portion of the resilient elongated sheath to be straightened when it is 
inserted into the outer sheath in order to enable movement through straighter sections of the 
arteries. Therefore, it would have been obvious to one of ordinary skill in the art to further modify 
the device of Rickerd to include the outer sheath as made obvious by Sylvanowicz in order to 
straighten out the curved portion of the instrument during insertion and movement through 
straight sections of the arteries. 

Claims 1, 4, 13, 14, 31-32, and 35 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Wijayarathna et al. (U.S. 4,563,181) in view of Durfee (U.S. 5,203,776) and 
Bosley, Jr. et al. Wijayarathna et al. discloses a guide catheter comprising an elongated sheath 
and distal tip. The guide catheter includes a proximal segment that is joined at its distal end to 
the distal tip by a heat-fused butt joint (see abstract; col. 3 II. 44-45). The stiffness of the 
proximal segment is higher than the stiffness of the tip. The tip includes a first resilient 
preformed curve that is greater than or equal to approximately 180 degrees. The tip also 
includes a tapered portion (see very distal end in fig. 1 and 2). Wijayarathna fails expressly 
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disclose that the tip length is greater than 0.08 inch (2.03 mm) and is radiopaque and 
echogenic. 

However, Durfee discloses that curved tips of higher flexibility on intravascular catheters 
with lengths greater than 0.08 inches are well known in the art (profiled portion 4 to 5cm which 
is being considered tip because of its higher flexibility; see col. 3, II. 28-35; col. 3, II. 41-47)). 
Durfee discloses these lengths on a catheter that is able to be snaked through the vascular 
system of a patient and therefore it would be obvious to one of ordinary skill in the art to have a 
tip length that is greater than 0.08 inches on the device of Wijayarathna with the expectation of 
being able to successfully route the device through the vasculature system. Bosley discloses 
that it is old and well known in the art to mix a material with a base material during the formation 
of an elongated, flexible tube such that the entire tube is radiopaque and echogenic. This is 
advantageous for imaging purposes. Therefore, it would have been obvious to one of ordinary 
skill in the art to modify the device of Wijayarathna to construct the elongated sheath such that it 
is both echogenic and radiopaque as made obvious by Bosley for enhanced imaging properties. 

Claims 33 and 34 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Wijayarathna et al. in view of Durfee and Bosley, Jr. et al. as applied to claim 32 above, and 
further in view of Jensen et al. (U.S. 5,160,396). Wijayarathna discloses the invention 
substantially as stated above, but fails to disclose that an RF process forms the butt joint or that 
the tip includes a tapered transition formed in an RF die. 

However, Jensen discloses that it is old and well known to use an RF process that uses 
an RF die to form butt joints in catheter sections. Daugherty further discloses that the die may 
be used to form tapered tips (see abstract). The method disclosed by Daugherty has a very high 
rate of repeatability and a produces high quality welds (see col. 2 II. 25-35). Tapered tips on 
catheters are well known in the art because they eliminate the problems associated with blunt 
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catheter tips such as difficulty and trauma of insertion. Therefore, it would have been obvious to 
one of ordinary skill in the art to modify the device of Wijayarathna et al. to form the butt joint 
and a tapered transition on the tip with the RF die of Jensen in order to gain the advantages of a 
tip that aids in insertion and strong welding points. 

Claims 38, 46, 47, 64, 65, 68, and 69 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Wijayarathna et al. in view of Durfee and Bosley, Jr. et al. as applied to 
claims 1,13, 14, 31-33, and 35 above, and further in view of Sylvanowicz et al. Modified 
Wijayarathna et al. discloses the invention substantially as stated above, but fails to disclose an 
outer sheath that receives the elongated sheath and may be positioned so that the distal tip of 
the sheath protrudes from the distal end of the outer sheath. 

However, Sylvanowicz discloses an outer sheath that slides over the elongated sheath. 
This allows the curved portion of the resilient elongated sheath to be straightened when it is 
inserted into the outer sheath in order to enable movement through straighter sections of the 
arteries. Therefore, it would have been obvious to one of ordinary skill in the art to further modify 
the device of Wijayarathna to include the outer sheath as made obvious by Sylvanowicz in order 
to straighten out the curved portion of the instrument during insertion and movement through 
straight sections of the arteries. 

Claims 66 and 67 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Wijayarathna et al. in view of Durfee, Bosley, Jr. et al., and Sylvanowicz et al. as applied to 
claim 65 above, and further in view of Jensen et al. (U.S. 5,160,396). Wijayarathna discloses 
the invention substantially as stated above, but fails to disclose that an RF process forms the 
butt joint or that the tip includes a tapered transition formed in an RF die. 

However, Jensen discloses that it is old and well known to use an RF process that uses 
an RF die to form butt joints in catheter sections. Jensen further discloses that the die may be 
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used to form tapered tips (see abstract). The method disclosed by Jensen has a very high rate 
of repeatability and a produces high quality welds (see col. 2 II. 25-35). Tapered tips on 
catheters are well known in the art because they eliminate the problems associated with blunt 
catheter tips such as difficulty and trauma of insertion. Therefore, it would have been obvious to 
one of ordinary skill in the art to modify the device of Wijayarathna et al. to form the butt joint 
and a tapered transition on the tip with the RF die of Jensen in order to gain the advantages of a 
tip that aids in insertion and strong welding points. 

Claims 1 and 37 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Edwards (U.S. 3,416,531) in view of Bosley, Jr. et al. Edwards discloses an elongate sheath 
that includes a proximal segment having an outer diameter that is larger than the diameter of 
the radiopaque distal tip, which is coupled to the distal end of the proximal segment. Edwards 
fails to disclose that the tip is echogenic. 

However, Bosley discloses that it is old and well known in the art to mix a filler material 
with a base material during the formation of an elongated, flexible tube such that the entire tube 
is radiopaque and echogenic. This is advantageous for imaging purposes. Therefore, it would 
have been obvious to one of ordinary skill in the art to modify the device of Edwards to construct 
the elongated sheath (4) such that it is both echogenic and radiopaque as made obvious by 
Bosley for enhanced imaging properties. 

Claims 1, 4, 13, 17, 24-27, 38, 46, 50, and 57-60 are rejected under 35 U.S.C. 103(a) 
as being unpatentable over Lentz (U.S. 6,022,341) in view of Bosley, Jr. et al. Lentz discloses a 
guide catheter comprising an elongated sheath including a distal tip having a length greater than 
or equal to approximately 0.2 inches (taper region alone can be up to 0.25 inches; see col. 5 II. 
39-43). The tip includes two resilient preformed curves and a tapered portion (30) that is 
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proximal to both curves (see fig. 3). Lentz fails to disclose the echogenic and radiopaque tip or 
the outer sheath. 

However, Bosley discloses that it is old and well known in the art to mix a filler material 
with a base material during the formation of an elongated, flexible tube such that the entire tube 
is radiopaque and echogenic. This is advantageous for imaging purposes. Therefore, it would 
have been obvious to one of ordinary skill in the art to modify the device of Lentz to construct 
the elongated sheath (4) such that it is both echogenic and radiopaque as made obvious by 
Bosley for enhanced imaging properties. Regarding the presence of an outer sheath, it is well 
known to one skilled in the art to provide an outer sheath around an elongated sheath to ease 
insertion and positioning of the device and therefore the presence of the sheath does not 
patentably distinguish the claimed device from modified Lentz. 

Claims 21, 28, 29, 54, 61 and 62 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Lentz in view of Bosley as applied to claims 17 and 50 above and further in 
view of Rickerd (U.S. 5,322,509). Modified Lentz discloses the invention substantially as stated 
above including a tapered transition proximal to the two preformed curves but fails to disclose a 
third preformed curve proximal to the tapered transition. 

However, Rickerd discloses that catheters with three resilient, preformed curves are well 
known in the art. Furthermore, Rickerd discloses a configuration that allows easy and safe 
access to both ostia during cardiac catheterization (see col. 2 II. 13-17). Therefore, it would have 
been obvious to one of ordinary skill in the art to modify the device of Lentz to include a third 
curve distal of the tapered transition as made obvious by Rickerd in order to gain the 
advantages associated with the three curves taught by Rickerd such as accessing both ostia 
safely. 
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Claims 1, 4, 11, and 12 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Stevens (U.S. 3,485,234) in view of Bosley, Jr. et al. Stevens discloses a guide catheter 
comprising an elongated sheath including a distal tip with a length greater than 0.2 inches (3 
inches; col. 3 II. 21-25). The sheath further includes a reinforcing braid extending along a length 
of the sheath to a point proximal to the tip. The tip includes two preformed curves (see col. 3 II. 
36-39). Stevens fails to disclose that the tip is echogenic and radiopaque. 

However, Bosley discloses that it is old and well known in the art to mix a filler material 
with a base material during the formation of an elongated, flexible tube such that the entire tube 
is radiopaque and echogenic. This is advantageous for imaging purposes. Therefore, it would 
have been obvious to one of ordinary skill in the art to modify the device of Stevens to construct 
the elongated sheath including the tip such that it is both echogenic and radiopaque as made 
obvious by Bosley for enhanced imaging properties. 

Regarding claim 12, the point proximal to the distal tip is spaced between approximately 
0.25 inch and 0.35 inch from the distal tip when the tip is defined as the part of the sheath that 
begins 0.25-0.35 inches from the point proximal (where braid ends) to the distal tip and extends 
from that point to the very distal end of the catheter. There is no language in claim 12 that 
excludes this portion being considered the distal tip. 

Claims 1, 2, 9, 10, 38, 40, and 45 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Bosley Jr. et al. in view of Wang et al. (U.S. 5,951,494). Bosley discloses a 
guide catheter comprising an elongated sheath including a fully radiopaque and echogenic 
distal tip; the distal tip having a length greater than or equal to approximately 0.08 inch. The 
embodiment shown in fig. 15 includes tungsten spheres mixed with the base material during the 
formation of the elongated, flexible tube and so the entire tube is radiopaque and echogenic. 
The tip can be considered the last .08 inches or the last 0.2 inches, or the last 0.4 inches. That 
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is, the tip must be only be a section of the tube that starts at some point along the length of the 
tube and extends to the distal most point of the tube. Bosley fails to disclose that the tungsten 
particles are approximately 70 to 80 percent by weight of the tip. 

However, Wang et al. discloses that it is well known to use polymers compounded with 
80 percent by weight of tungsten particles (col. 8, II. 44-48) in the construction of medical 
instruments. Bosley is silent on the weight percent of the tip made up by the tungsten particles. 
Regarding the use of tungsten in the form of tungsten carbide, it is well know to use radiopaque 
particles in salt form. Because both Bosley and Wang use the tungsten particles for imparting 
radiopaque properties to a polymeric medical instrument and Wang discloses a preferred 
amount of tungsten for imparting radiopacity, it would have been obvious to one of ordinary skill 
in the art to modify the device of Bosley to include an amount of tungsten particles that 
constitute 80 percent by weight of the tip. 

Regarding the presence of an outer sheath, it is well known to one skilled in the art to 
provide an outer sheath around an elongated sheath to ease insertion and positioning of the 
device and therefore the presence of the sheath does not patentably distinguish the claimed 
device from modified Bosley. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the examiner 
should be directed to Kathleen Sonnett whose telephone number is 571-272-5576. The 
examiner can normally be reached on 7:30-5:00, M-F, alternate Fridays off. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Anh Tuan Nguyen can be reached on 571-272-4963. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 
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